

United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO 



09/961,376 



09/25/2001 



22195 7590 11/19/2004 

HUMAN GENOME SCIENCES INC 
INTELLECTUAL PROPERTY DEPT. 
14200 SHADY GROVE ROAD 
ROCKVILLE, MD 20850 



Steven M. Ruben 



PF524P1 



6600 



EXAMINER 



MERTZ, PREMA MARIA 



ART UNIT 



PAPER NUMBER 



1646 

DATE MAILED: 11/19/2004 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summary 



Application No. 

09/961,376 



Examiner 

Prema M Mertz 



Applicant(s) 

RUBEN ET AL 



Art Unit 

1646 



-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 14 October 2004 . 
2a)M This action is FINAL. 2b)Q This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 31,36,38 and 64-77 is/are pending in the application. 

4a) Of the above claim(s) 64-75 is/are withdrawn from consideration. 

5) D Ciaim(s) is/are allowed. 

6) [X] Claim(s) 31,36,38,76 and 77 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

) 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 



3.P Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Amended claim 31 (10/14/2004), previously presented claims 36, 38 and new 
claims 76 and 77 (10/14/2004) are under consideration. Claims 64-75 are drawn to non- 
elected claims. Claims 2-21, 24, 29, 30, 32, 35, and 37 were canceled previously. 
Claims 1, 22, 23, 25-28, 33-34 and 33-63 have been canceled on 10/14/2004. 

2. Receipt of applicant's arguments and amendments filed on 10/14/2004 is 
acknowledged. 

3. The following previous rejections and objections are withdrawn in light of 
applicants amendments filed on 10/14/2004: 

(i) the rejection of claims 31, 36, 38 under 35 U.S.C. § 101, and 35 U.S.C. § 112, 
first paragraph for lack of utility; and 

(ii) the rejection of claims 31, 36, 38 under 35 U.S.C. § 1 12, first paragraph for lack 
of enablement. 

4. Applicant's arguments filed on 10/14/2004 have been fully considered but were 
persuasive in part. The issues remaining as well as new issues are stated below. 

5. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

Claim Rejections - 35 USC § 11 2, first paragraph 

6a. Claims 31, 36, 38, 76-77 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 
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This rejection is maintained for reasons of record set forth at pages 9-1 1 of the 
previous Office action (5/14/04). 

Applicants argue that the claims merely recite that the antibodies specifically bind 
TR17 (claims 36, 38) and that reciting a particular conserved structure is contrary to 
Patent Office Practice. However, contrary to Applicant's arguments, the independent 
claims 31, 36, 38 require an antibody, which binds to TR17 while the claims do not 
require any specific epitope nor do the claims require that the antibody's target possess 
any particular conserved structure, or other distinguishing feature, such as a sequence. 
Thus, the claims are drawn to a genus of antibodies that is defined by binding anywhere, 
anyhow to TR17. 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of complete or partial 
structure, physical and/or chemical, structure/function correlation, methods of making the 
claimed product, or any combination thereof In this case, the only factor present in the 
claim that is sufficiently disclosed is a recitation of a desired target specificity for the 
antibody in question. The specification does not identify any particular portion of the 
target (TR17) that must be conserved, nor does it provide an epitope. The distinguishing 
characteristics of the claimed genus are not described. Accordingly, the specification 
does not provide adequate written description of the claimed genus. 

To satisfy the written-description requirement, the specification must describe 
every element of the claimed invention in sufficient detail so that one of ordinary skill in 
the art would recognize that the inventor possessed the claimed invention at the time of 
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filing. Vas-Cath, 935 F.3d at 1563; see also Lockwood v. American Airlines, Inc., 107 
F.3d 1565, 1572 [41 USPQ2d 1961] (Fed. Cir. 1997) (patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 
that "the inventor invented the claimed invention"); In re Gosteli, 872 F.2d 1008, 1012 
[10 USPQ2d 1614] (Fed. Cir. 1989) ("the description must clearly allow persons of 
ordinary skill in the art to recognize that [the inventor] invented what is claimed"). Thus, 
an applicant complies with the written-description requirement "by describing the 
invention, with all its claimed limitations, not that which makes it obvious," and by using 
"such descriptive means as words, structures, figures, diagrams, formulas, etc., that set 
forth the claimed invention." Lockwood, 107 F.3d at 1572. 

In Randolph J. Noelle v Seth Lederman, Leonard Chess and Michael J. Yellin 
(CAFC, 02-1 1 87, 20 January 2004) the CAFC held that "Therefore, based on our past 
precedent, as long as an applicant has disclosed a " fully characterized antigen," either by 
its structure, formula, chemical name, or physical properties, or by depositing the protein 
in a public depository, the applicant can then claim an antibody by its binding affinity to 
that described antigen. 

Noelle did not provide sufficient support for the claims to the human CD40CR 
antibody in his '480 application because Noelle failed to disclose the structural elements 
of human CD40CR antibody or antigen in his earlier 799 application. Noelle argues that 
because antibodies are defined by their binding affinity to antigens, not their physical 
structure, he sufficiently described human CD40CR antibody by stating that it binds to 
human CD40CR antigen. Noelle cites Enzo Biochem II for this proposition. This 
argument fails, however, because Noelle did not sufficiently describe the human 
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CD40CR antigen at the time of the filing of the 799 patent application. In fact, Noelle 
only described the mouse antigen when he claimed the mouse, human, and genus forms 
of CD40CR antibodies by citing to the ATCC number of the hybridoma secreting the 
mouse CD40CR antibody. If Noelle had sufficiently described the human form of 
CD40CR antigen, he could have claimed its antibody by simply stating its binding 
affinity for the "fully characterized" antigen. Noelle did not describe human CD40CR 
antigen. Therefore, Noelle attempted to define an unknown by its binding affinity to 
another unknown. As a result, Noelle's claims to human forms of CD40CR antibody 
found in his '480 application cannot gain the benefit of the earlier filing date of his 799 
patent application. 

Moreover, Noelle cannot claim the genus form of CD40CR antibody by simply 
describing mouse CD40CR antigen." 

Therefore the full breadth of the claim fails to meet the written description 
provision of 35 U.S.C. § 1 12, first paragraph. Applicant is reminded that Vas-Cath makes 
clear that the written description provision of 35 U.S.C. §1 12 is severable from its 
enablement provision. 

Claim Rejections - 35 USC § 112, second paragraph 

7. Claims 31, 36, 38, 76-77, are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 31, 36, 38 are rejected as vague and indefinite for reciting "anti-TR17 
antibody" rather than "agonistic anti-TR17 antibody" because in this case because of the 
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definition of the activity of the TR17 protein, the antibody binding to the TR17 receptor 
has to mimic the binding of the ligand to the receptor (see specification [0350]. 

Claims 76-77 are rejected as vague and indefinite insofar as they are dependent on 
claims 36, 38, for their limitations. 
Prior art 

The following reference is cited herein to illustrate the state of the art with respect 
to screening of antibodies: 

Chuntharapai et al. (1997) note that the vast majority of antibodies are not 
antagonistic and that antibodies have to be screened to determine their ability to bind to 
human neutrophils (see page 21, second para). The reference also discloses that blocking 
activities of monoclonals when compared show disparate blocking on ligand binding and 
inhibition of ligand binding or no inhibition at all (see page 24, last 2 lines; page 25). 
Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the date of this final action. 



Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Prema Mertz whose telephone number is (571) 272-0876. 
The examiner can normally be reached on Monday-Friday from 7:00AM to 3:30PM 
(Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (571) 272-0961. 

Official papers filed by fax should be directed to (703) 872-9306. Faxed draft or 
informal communications with the examiner should be directed to (571) 273-0876. 

Information regarding the status of an application may be obtained from the 
Patent application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http ://p air-direct. uspto . gov . Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

Prema Mertz Ph.D. 
Primary Examiner 
Art Unit 1646 
November 4, 2004 



